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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)S Responsive to communication(s) filed on 19 July 2007 , 
2a)K This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) £0 Claim(s) 1 and 2 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) __ is/are allowed. 

6) ^ Claim(s) 1 and 2 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has * 
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on 7/19/07 has been entered. 

Claims 1 and 2 are pending and under consideration. The amendment has been 
entered. Claim 3 has been canceled. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 1 and 2 rejection under 35 U.S.C. 102(b) as being anticipated by Ali et al. (Infect 
Immun, 38(2): 610-19, 1982) is maintained . 

Claims 1 and 2 rejection under 35 U.S.C. 102(b) as being anticipated by Murphy et al. (J 
Clin Microbiol 24(2): 197-202, 1986) is maintained . 

Applicants argue that the claimed invention is novel over both the Ali and Murphy 
references. Applicants argue that Ali does not teach the use of DNA or RNA as presently 
claimed. Applicants argue that rather, Ali's teachings are limited to the use of virulent and 
attenuated viruses to invoke immune response in virus-infected infant rats. 
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These arguments are not persuasive because as discussed previously in the office 
action mailed 8/1/06 the instant claims encompass immunizing an infant mammal within the age 
of birth to one month against any antigen and by any route of administration. No specific means 
of providing the nucleic acid encoding a relevant epitope is set forth in the claims, thus 
encompasses any delivery vehicle. In this case, a reasonable interpretation of the breadth of 
the claims would include the administration of an attenuated virus. An attenuated virus contains 
the nucleic acid that encodes relevant epitopes, which provides the basis of immunization to a 
subject. Moreover, AN teaches the administration of the attenuated virus resulted in 
immunization in newborn rats 48 hrs old (see page 611, 1 st column, under experimental design). 

With regard to Murphy reference Applicants argue that Murphy also fails to teach the use 
of DNA or RNA as presently claimed, but rather discloses the investigation of formalin- 
inactivated respiratory syncytial virus (RSV). Applicants argue that both Ali and Murphy use 
viral particles, which one skilled in the art would recognize are not the same as DNA or RNA. 

These arguments are not persuasive for the same reasons as discussed above for the 
AN reference. Moreover, Murphy teaches the administration of inactivated respiratory syncytial 
virus vaccine in a group of 1 1 infants and children ranging from one to 14 months (see page 
198, 1 st column, 1 st paragraph). These arguments are not persuasive because in both cases a 
reasonable interpretation of the breadth of the claims would include the administration of an 
attenuated virus, which contains the nucleic acid that encodes the relevant epitopes, which 
provides the basis of immunization of the infant mammal within the age of birth to one month. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 1 and 2 rejection under 35 U.S.C. 103(a) as being unpatentable over Ricigliano 
et al, (US Patent 5,795,872) and Milagres et al, (Infect Immun, 62(10): 4419-24, 1994) is 
withdrawn. 

Claims 1 and 2 are rejected under 35 USC 103(a) as being unpatentable over Fynan et 
al, (Proc Natn Acad Sci, 90(24): 11478-82, 1993) and Milagres et al, (Infect Immun, 62(10): 
4419-24, 1994) is withdrawn. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. 101 which states that "whoever invents or discovers any new and 
useful process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); 
and In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

Claims 1 and 2 rejection under 35 U.S.C. 101 as claiming the same invention as that of 
claims 1-47 of copending Application No. 10/351,630 is maintained for reasons provided in the 
office action mailed 10.31.06. 

Applicants argue that in the event the claims are allowed in either case, appropriate claim 
cancellations or amendments will be made in the co-pending application to ensure that they are 
not coextensive in scope. Since Applicant has not provided such amendment said rejection is 



maintained. 
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Conclusion 

No claim is allowed. 

All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had b^een entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Magdalene K. Sgagias whose telephone number is (571) 272-3305. The 
examiner can normally be reached on Monday through Friday from 9:00 am to 5:00 pm. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Peter 
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Paras, Jr., can be reached on (571) 272-4517. The fax phone number for the organization 
where this application or proceeding is assigned is (703) 872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll free). 



Magdalene K. Sgagias, Ph.D. 
Art Unit 1632 

/Anne-Marie Falk/ 
Anne-Marie Falk, Ph.D. 
Primary Examiner, Art Unit 1632 



